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EXHIBIT B 



IN THE CLAIMS 



Claim 1 (currently amended ) An improved composition for physiological 
applications, said composition containing hydroxypropylmethylcellulose in a physiological 
salt solution, the Improvement comprising a hydroxypropylmethylcellose solution free of 
harmful particulate matter and gels nreaterthan 0.5 urn in diameter, said viscoelastic 
solution having a zero shear viscosity in excess of 15.000 ops. an average molecular weight 
in excess of 250.000 Daltons and being pyrogen free and non-toxic w/hen a therapeutically 
effective amount of said solution is injected Into a human body. 

Claim 2 (original) The improved composition of daim 1 wherein said composition 
being pyrogen fr«e and non-toxic when a therapeutically effective amount of the solution is 
injected Into a human eye. 

Claim 3 (original) The viscoelastic solution of claim 2 wherein the 
hydroxypropylmethylcellulose is present In a concentration from about 2.0% to about 2.5%. 

Claim 4 (original) The viscoelastic solution of claim 2 wherein the viscosity of the 
solution is from about 25,000 centipoise to about 40.000 centipoise. 

Claim 5 (original) The viscoelastic solution of claim 2 wherein the average molecular 
weight of the hydroxypropylmethylcellulose is greater than about 375.000 but less than 
420.000. 

Claim 6 (original) The viscoelastic solution of daim 2 prepared from a blend of a 
first hydroxypropylmethylcellulose having a first molecular weight and a second 
hydroxypropylmethylcellulose having a greater molecular weight, the blend being processed 
to produce the particulate free, pyrogen free, and non-toxic solution. 

Claim 7 (original) The viscoelastic solution of claim 6 wherein the blend Is 
processed by filtration, redissolving and removal of low molecular weight material, mid- 
process autoclaving and removal of dissolved gases. 
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Claim 8 (original) The vlscoelastic solution of daim 7 wherein the 
hydroxypropylmethylceliulose in the viscoelastic s lirtlon after processing has an average 
molecular weight greater than the average molecular weight of the first 
hydroxypropylmethylceliulose or the second hydroxypropylmethylceliulose. 

Claim 9 (original) The vlscoelastic solution of daim 6 wherein the first 
hydroxypropylmethylceliulose has an average molecular weight of about 85.000 and the 
second hydroxypropylmethylceliulose has an average molecular weight of about 220.000. 

Claim 10 (origlnaQ The viscoelastic solution of daim 8 wherein the average 
molecular weight of the hydroxypropylmethylceliulose after processing is greater than 
375,000 but less than 420.000. 

Claim 11 (original) The viscoelastic solution of daim 6 having a 
hydroxypropylmethylceliulose concentration of about 2.3%. 

Claim 12 (original) The viscoelastic solution of daim 5 wherein the 
hydroxypropylmethylceliulose has an average molecular weight of about 410.000. 

Claim 13 (currently amended) A process for preparing a viscoelastic solution of 
hydroxypropylmethylceliulose in a physiological salt solution, the composition having a zero 
shear viscosity in excess of 16.000 ops and being free of hamtiful particulate material and 
^^1, ^r^^ter than n R urn in diameter and being pyrogen free and non-toxic when a 
therapeutically effective amount of said solution is Injected into a human eye. the process 

comprising the steps of: 

a) dispersing the hydroxypropylmethylceliulose In the salt solution to fomi a 

suspension. 

b) heating the suspension of step (a) to about 95"C.. allowing any undissolved 
material to settle and discarding the supernatant liquid above the undissolved 
material, 

c) resuspending the undissolved material to form a second suspension of 
hydroxypropylmethylceliulose and heating the second suspension to form a 
thick gel, 

d) filtering the gel through a series of filters to fbnn a dean solution. 

e) autodaving th dean solution. 
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f) cooling the autoclaved dean solution and filtering the cooled solution, and 

g) degassing the filtered cooled solution. 

Claim 14 (originaO The process of claim 13 wherein the physiological salt solution 
has a pH of about 8.7 and contains NaCl. KQ. CaCi^-ZH^O. MgCI.6H^. NaC,H,Oz.3H2.0. 
NaaCaHOr.ZHaO. 

Claim 15 (original) The process of claim 13 wherein the 
hydroxypropylmethyloeliulose dispersed in the aqueous saH solution is a blend of a first 
hydroxypropylmethylcsllulose having a first molecular weight and a second 
hydroxypropylmethylcelluiose having a higher molecular weight. 

Claim 18 (original) The process of daim 15 wherein the first 
hydroxypropylmethylcelluiose has a molecular weight of about 86.000 Daltons and the 
second hydroxypropylmethylcelluiose has a molecular wreight of about 220.000 Daltons. 

Claim 17 (original) The process of daim 15 wherein the weight of the first 
hydroxypropylmethylcelluiose in the suspensfon is about the weight of the second 
hydroxypropylmethylcelluiose. 

Claim 1 8 (original) The process of daim 1 5 wherein the 
hydroxypropylmethylcelluiose in the suspension is about 3% by weight 

Claim 19 (original) The process of daim 13 wherein the concentration of the 
hydroxypropylmethylcelluiose in the degassed solution is from about 2.0% to about 2,5%. 

Claim 20 (original) The process of daim 13 wherein the concentration of the 
hydroxypropylmethylcelluiose in the degassed solution is about 2.3%. 

Claim 21 (original) The process of daim 13 wherein the viscosity of the degassed 
solution Is from about 25.000 centipolse to about 40.000 centipoise. 

Claim 22 (original) The process of daim 1 3 wherein the viscosity of the degassed 
solution is about 40,000 centipoise. 
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Claim 23 (originaO The process of dalm 1 3 wherein the molecular weight of the 
hydroxypropylmethylcellulose in the degassed solution is greater than about 376.000 but 
less than about 420.000. 

Claim 24 (original) The process of claim 11 wherein the molecular weight of the 
hydroxypropylmethylcellulose in the degassed solution is about 410.000. 

Claim 2S (currently amended) A viscoelastic composition for injecUon Into a human 
eye. the vtecoetasUc composrtion comprising hydroxypropylmethylcellulose In a physiological 
salt solution, 

the hydroxypropylmethylcellulose having an average molecular weight 

greater than about 375.000 but less than about 420,000 and being present in 
a concentration from about 2.0% to about 2.5%, 
the composition having a viscosity from about 25.000 centipoise to about 
40.000 centipoise being free of hamiful particulate matter and gels greater tha» 0-5 pm in 
diameter and being pyrogen free and nontoxic. 

Claim 26 (original) The viscoelastic composition of daim 25 wherein the 
concentration of the hydroxypropylmethylcellulose is about 2.3%. the average molecular 
weight of the hydroxypropylmethylcellulose is about 409.800 and the zero shear viscosity of 
the composition is atxiut 40,000 centipoise. 

Claim 27 (currently amended) A process of preparing a sterile solution of 
hydroxypropylmethylcellulose in an aqueous solution, the sterile solution having a zero 
shear viscosity in excess of 15,000 cps and being non-toxic, non-pyrogenic, and 
substantially free of parUculate matter and gels greater than 0.5 nm in djameter and hamnful 
to the human eye, the process comprising the steps of: 

a) dispersing hydropropylmethylcellulose in a first part of the aqueous solution 

to form a suspension; 

b) allowing the suspension to settle to yield a supernatant and a sediment: 
comprising high molecular weight hydroxypropylmethylcellulose; 

c) discarding the supernatant, and leaving the sediment: 

d) resuspending the sediment in a second part of the aqueous solution to fomn a 
gel; 
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e) flit ring the gel through a pluralrty of succesaiv ly finer filters to remove 
harmful partteulat and gelatinous matter to form a clean solution; and 

f) sterilizing the clean solution. 

Claim 28 (original) The process of step 27. wherein step a) Is perfonned at a 
sufnclently elevated temperature to solvate low molecular weight 
hydroxypropylmethyicellulose, and step e) is perfomied at a sufficiently elevated 
temperature to significantly reduce the viscosity of the gel. 

Claim 29 (orlginaO The process of claim 28. wherein the sterilization of the dean 
solution is effected by autodaving. 

Claim 30 (original) The process of daim 29, comprising the further steps of: 

a) cooling the autodaved dean solution; 

b) filtering the cooled solution; and 

c) degassing the filtered, cooled solution. 

Claim 31 (previously presented) An improved composition for physiological 
applications, said composition containing hydroxypropylmethyicellulose in a physiological 
salt solution, the improvement comprising a hydroxypropylmethyicellulose solution free of 
particulate matter and gels greater than 0.5 urn in diameter, said viscoelastic solution having 
a zero shear viscosity in excess of 16.000 cps. ao average molecular weight in excess of 
250,000 Daltons and being pyrogen free and non-toxic when a therapeutically effective 
amount of said solution is Injected into a human body. 

Claim 32 (previously presented) The improved composition of claim 31 wherein said 
composition being pyrogen free and non-toxlc when a therapeutically effective amount of the 
solution is injected Into a human eye. 

Claim 33 (previously presented) TTie viscoelastic solution of claim 32 wherein the 
hydroxypropylmethyicellulose Is present in a concentration from about 2.0% to about 2.5%. 

Claim 34 (previously presented) The viscoelastic solution of daim 32 wherein the 
viscosity of the solution is from about 25.000 centipoise to about 40.000 centipoise. 
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Claim 35 (previously presented) Th viscoelastlc solution of daim 32 wh rein the 
average molecular weight of th hydroxypropylmethylcellulose is great r than about 375.000 

but less than 420.000. 

CUlm 36 (previously presented) The viscoelastlc solution of claim 32 prepared from 
a blend of a first hydroxypropylmethylcellulose having a first molecular weight and a second 
hydroxypropylmethylcellulose having a greater molecular weight, the blend being processed 
to produce the particulate free, pyrogen free, and non-toxic solution. 

Claim 37 (previously presented) The viscoelastlc solution of claim 36 wherein the 
blend is processed by filtration, redissolving and removal of low molecular weight material, 
mid-process autociaving and removal of dissoh/ed gases. 

Claim 38 (previously presented) The viscoelastic solution of claim 37 wherein the 
hydroxypropylmethylcellulose in the viscoelastic solution after processing has an average 
molecular weight greater than the average molecular weight of the first 
hydroxypropylmethylcellulose or the second hydroxypropylmethylcellulose. 

Claim 39 (previously presented) The viscoelastlc solution of daim 36 wherein the 
first hydroxypropylmethylcenulose has an average molecular weight of about 85.000 and the 
second hydroxypropylmethylcellulose has an average molecular weight of about 220.000. 

Claim 40 (previously presented) The viscoelastic solution of daim 38 v^^erein the 
average molecular weight of the hydroxypropylmethylcellulose after processing is greater 
than 375,000 but less than 420,000. 

Claim 41 (previously presented) The viscoelastic solution of daim 36 having a 
hydroxypropylmethylcellulose concentration of about 2.3%. 

Claim 42 (previously presented) The viscoelastic solution of daim 35 v^rtiereln the 
hydroxypropylmethylcellulose has an average molecular weight of about 41 0.000. 

Claim 43 (previously presented) A process for preparing a viscoelastic solution of 
hydroxypropylmethylcellulose In a physiological salt solution, the composition being free of 
particulate material and gels greater than 0.5 wm in diameter and being pyrogen free and 



PAGE 28/31 ' RCVD AT 5/6/2004 4:23:46 PM [Eastern Daylight Time] * SVR:USPTO-EFXRF-1/0 ' DNiS:8729306 * CSID:817 551 4610 ' DURATION (inin-ss):08-08 



IZI029 



non-toxic wh n a therapeutically effective amount of said solution Is injected Into a human 
eye. the process comprising the steps of: 

a) dispersing the hydroxyp«)pyImethylceIlulose In the salt solution to form a 

suspension. 

b) heating the suspension of step (a) to alxnrt 95' C. allowing any undissolved 
material to settle and discarding the supernatant fiquld above the undissolved 
material, 

c) resuspending the undissolved material to form a second suspension of 
hydroxypropylmethylcenulose and heating the second suspension to fomr, a 

thick gel, 

d) filtaring the gal through a series of filters, the series including a final filter 
having O.Sjjm openings to form a clean solution, 

e) autodavlng the dean solution, 

f) cooling the autoclaved dean solution and filtering the cooled solution, and 

g) degassing the filtered cooled soluUon. 

Claim 44 (previously presented) The process of claim 43 wherein the physiological 
salt solution has a pH of about 8.7 and contains NaCI. KCI. CaCb.2H.O. MgCl.6H.O. 
NaC2H302.3H2.0. NajCeHOT ^HaO. 

Claim 45 (piBviously presented) The process of daim 43 wherein the 
hydroxypropylmethylcenulose dispersed in the aqueous salt soluUon Is a blend of a first 
hydroxypropylmethylcellulose having a first molecular weight and a second 
hydroxypropylmethylcenulose having a higher molecular weight. 

Claim 46 (previously presented) The process of daim 45 wherein the first 
hydroxypropylmethylcenulose has a molecular weight of about 85.000 ^attons and the 
sLn7hyd7oxypropylmethy.cellu.ose has a moleo^lar weight of about 220.000 Damons. 

Claim 47 (previously presented) The process of daim 45 wherein the weight of the 
first hydroxypropylmethylcenulose In the suspension Is about the weight of the second 
hydroxypropylmethylcellulose. 

Claim 48 (previously presented) The process of claim 45 wherein the 
hydroxypropylmethylcenulose in the suspension is about 3% by weight 
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Claim 49 (previously presented) The process of claim 43 wherein the concentration 
of the hydroxypropylmethylcellulose In the degassed solution Is from about 2.0% to about 
2.5%. 

Claim 50 (previously presented) The process of claim 43 wherein the concentration 
of the hydroxypropylmethylcellulose m the degassed solution is about 2.3%. 

Claim 51 (previously presented) The process of claim 43 wherein the viscosity of 
the degassed solution Is from about 25.000 centipoise to about 40.000 centipoise. 

Claim 52 (previously presented) The process of daim 43 wherein the viscosity of 
the degassed solution Is about 40.000 centipoise. 

Claim S3 (previously presented) The process of claim 43 wherein the molecular 
weight of the hydroxypropylmethylcellulose in the degassed solution is greater than about 
375,000 but less than about 420.00O. 

Claim 54 (previously presented) The process of dalm 41 wherein the molecular 
weight of the hydroxypropylmethylcellulose in the degassed solution about 410.000. 

Claim 55 (previously presented) A vlscoelastic composition for injection into a 
human eye. the vlscoelastic composition comprising hydroxypropylmethylcellulose ,n a 

physiological salt solution, , 

the hydroxypropylmethylcellulose having an average molecular weight 

greater than about 375.000 but less than about 420.000 and being 
present in a concentration from about 2.0% to about 2.5%. 
the composition having a viscosity from about 25.000 centipoise to about 
40.000 centipoise. being free of particulate matter and gels greater 
than 0.5 pm in diameter and being pyrogen free and nontoxlc. 

Clalm 56 (previously presented) The vlscoelastic composition of claim 55 wherein 
tne concentration of the hydroxypropylmethylcellulose is about 2.3% ti.e av^age 
n,olecular weight of tine hydroxypropylmethylcellulose Is about 409.800 and the zero shear 
viscosity of the compositi n Is about 40.000 centipoise. 
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Cl>lm 67 (n«.) An imp^ composWon for physioloslcl appBcatlons sa,<) 

i^p^vement comprising a h,dn»<ypn.pV.moWce»u.o« solu.onf»e 
:Z go», «... vscoela^lc =oK«>on >^ been p^pared .rem . blen. o, a 
hydrowmpyln-othyteellulosa having a flnrt motecularv^lgM and a eacond 
^,^^ylme*y.c^u<osa ha*g a second n,o.ecu,ar we>gh. d«teran, 
ICT^m. »a« so,„«=n being d«,a«arl.ed b, a zero shear ,n excess o, 

™ls^ter,gen,o.ea.la,v«igh.ln excess o. 250.000 Da«ons, and being «|n>gen 
andTo^LJen a ^e^peu-oail, e«e^ anioun, s-d s.u«on is inieCed ,n,o a 

human body. 

Claims, (new) The composition of daim 57. »*e,ein«,e average molecolar weight 
ofthe b^L h,dn>x,propy.me,h,.c«,uios. in «- ».*n ,s gre.ter.han 375.000 Danons, 
but less than 420,000 Daltons. 
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